
requested elariflcation of ce;ftain proposed rules on OTC 
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analgesic combinations, ..; ,_^.. .__ ;._._ ;. 1* . : . .: . . 
ko; firs%. asked at xhat dosage level wculd small -amounts ol” ~“,,S:!‘:* -’ 
caffeine ba permftted in combination with a~etaminophsn and ” . . 
aspirin, if indeed caffeing! #ill bls. permitted hn ccmbfnatfon 
with these ingredients. A% this point isr Lbma, f, cannot 
specifica9Py answe:T this qu~stfan because ft ‘raises an fssu 
which will be addressed by FE-Q !FT t.ka. ten%a%%ve final monograph _- 
on OTC internal analgesic, anthpyretie, and anti~he~m~t~.c drug _. .._ 
product~~ r\lhfch wibl probably be pk;bl.ished 3.n the FEDERAL- . 
REGISTER in late 1983 us early 1982, ?ha agency J-s cu 
preparing this monograph after sevP~wjtng and evaluatfn 
and i.nformatfon contained iin ths; Entarnalt Analgesic Pa 
lrepo~%~ in comments to the proposed manograph, and kn thea - . .‘I 
current nsdica3. end scientific literature, : ., ._ I ‘,:..I; , .._ ._’ ; _ 
Your second question dealt with stability “date fir‘ two 
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csmbfnation products: on% containing aeetaminsphen, aspfrini * 
and caffeine and ths other cantaining only a~~tarn~n~~~~~n and 
aspfr&-l. X have referred this portion of yaum: let$ex o the ( - 
Div$sian of Drug Psoduc% Quality far their d&eec:t repf 
under separate cover. 
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Your third question asked ib” a cur’&?.ntLy markate 
- . . 
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